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OBJECTIVE: Back translation is considered by many to be an
integral part of the translation methodology for PRO documents.
But while the ISPOR Task Force paper (2005) describes it as a
critical component in the translation process without which ﬁnal
translations risk containing undetected different content from the
source document, it is criticised by McKenna et. al. (2005) for
having “no clear scientiﬁc basis” and for leading to potentially
misleading impressions of the translation. In contrast to the more
conceptual forward translation, using back translations as a tool
in the translation of PRO documents usually requires a more
literal translation to provide an accurate “window” into the
translation. This research compares literal with non-literal back
translations in PRO documents and aims to ascertain the circum-
stances in which each type of back translation would be most
appropriate. METHODS: A selection of PRO translation
projects has been reviewed based on the extent to which the back
translation was literal or not. RESULTS: Some literal translations
can be confusing and un-natural sounding while others suggest
the forward translation is incorrect where this is not necessarily
the case. Examples of both types of back translation include the
literal back translation of a Turkish phrase as “did your head
turn . . . over the last 24 hours?” This makes little sense because
the forward translation was idiomatic. Back translations of
the Ukrainian for “please tick one box” resulted in “please tick
one answer” (conceptual) and “please tick one square”
(literal)—here the literal translation is closer. The literal back
translation of the Czech for “seizure” shows an error in the
Czech where the conceptual back translation does not highlight
this. CONCLUSION: Literal back translations can be misleading
in idiomatic phrases but are usually more beneﬁcial for symp-
toms and health states.
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OBJECTIVE: Conﬂicting requirements are made for health
outcome measures reported in the USA and in Europe. Draft
guidance issued by the FDA takes the narrow prescriptive view
that a PRO is a measurement of any aspect of a patient’s health
status that comes directly from the patient (i.e. without the
interpretation of the patient’s responses by a physician or anyone
else). This runs counter to the requirement stipulated by NICE
that health beneﬁts should be weighted using population prefer-
ence values. The absolute need for hypothetical health state
valuations is questionable and this paper reports on a novel
scoring system for EQ-5D based entirely on self-assessments
obtained from “real” people. METHODS: Data were pooled
from several different UK sources, including national population
surveys conducted by post and patients self-assessment in clinical
studies. A total of 23,679 respondents contributed EQ-5D data
that included the health state deﬁned by respondent’s reported
problem level on the 5 dimensions (OSTATE) and the 0–100 VAS
rating of their own health status (EQ-5DVAS). A total of 139
EQ-5D health states were identiﬁed. The mean EQ-5DVAS was
computed for the 73 OSTATEs for which more than 5 observa-
tions were available. OLS regression analysis was performed on
the micro-level data taking the OSTATE problem levels as inde-
pendent variable and the self-rated VAS rating as the dependent
variable. RESULTS: The model ﬁt proved to be very good
(r2 = 0.985) when forced through the origin. Level decrements
within dimension were monotonic and consistent. A value for the
state dead of 12.0 obtained from similar UK national survey data
enabled these “real” VAS-based scores to be converted into the
0–1 format required in economic evaluation. CONCLUSION:
Values for EQ-5D based on own-health (“real”) ratings are
preferred to hypothetical values by some decision-makers. This
simple methodology contrasts markedly with the more complex
requirements of utility estimation techniques.
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OBJECTIVE: To facilitate the understanding of and the commu-
nication about the status of a translation of a Patient Reported
Outcome (PRO) instrument with instrument developers, users
and regulatory agencies, there is a need to develop a standard-
ized, universally recognized classiﬁcation system for translations.
This will help to summarize the methodology followed to
develop a speciﬁc language version, deﬁne which regulatory
requirements are met and describe possible outstanding work to
meet a required standard. METHODS: Based on the existing
classiﬁcation used for translations of the St George’s Respiratory
Questionnaire (SGRQ) established in collaboration with the
developer, we propose to revise, complete and extend this system
to the some 2000 translations ofﬁcially distributed for the 70
developers collaborating with our information centre in the fol-
lowing manner: a comparison of the existing classiﬁcation with
other possible classiﬁcation systems identiﬁed during a literature
search, a revision and ﬁnalization of the present classiﬁcation
integrating developer, user and regulatory input. RESULTS: The
present classiﬁcation system based on 61 translations of the
SGRQ is divided into four categories ranging from grade A
(ofﬁcial translation) to grade D (used when low standard trans-
lations require further work). The literature search is currently
on-going as well as the gathering of information from developers,
users and regulatory agencies. Results will be illustrated in the
presentation. CONCLUSION: The revised translation classiﬁca-
tion will integrate existing classiﬁcations, developer, user and
regulatory input. It will be based on the recognition that a
standardized translation methodology is key to ensure concep-
tual equivalence and cultural relevance across languages and
ultimately international comparison and pooling of data. The
revised classiﬁcation might then be extended to all translations in
the PRO ﬁeld and indeed may be used to deﬁne quality standards
for translations in particular settings (such as phase II or III trials,
international or national clinical trials).
RESEARCH ON METHODS & CONCEPTUAL
PAPERS—Study Design Studies
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OBJECTIVES: This study examines trade-offs between the high
dimensionality of covariate matching and high computational
efﬁciency from propensity score applications by comparing efﬁ-
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